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31EJI 1: UnenTndukanus Ha BeeCTBOTO/CMECTA M Ha IPY’KeCTBOTO/IpeANPHATHETO

1.1. UnenTudukaTop Ha NPOIYKTA

®dopma Ha NPOIYKTa . BemectBo

HauMmeHoBaHKe Ha BELIECTBOTO : Atazanavir sulfate

Kox Ha mpoaykra : 201700371

CHHOHUMH : Atazanavir sulfate, hydrates, isomers and impurities where applicable

1.2. UnenTuduuupaHu BUI0Be YNOTPeda Ha BEHIECTBOTO WM CMECTa, KOUTO €A OT 3Ha4YeHHe,  BU/I0Be yNOTpeda, KOMTO He ce
NpenopbL4YBar

1.2.1. UnenTHUIUPAHN YIOTPeOH

OcHoBHA KaTeropusi Ha yrnorpeba : TIpomyKThT € mpeHA3HAYEH 32 U3CIIEIBAHMS, AaHAM3H U HAyIHO-00PA30BATEIHH IIENH.
Ynorpeba Ha BelecTBOTO/CMeECTa : Camo 3a nmpodecronanHa ymnorpeda
OYHKIMSA WK KaTETOPHs HA yIoTpeda : JlabopaTopHU XUMHUKAIN

1.2.2. Ynorpeou, KOUTO He ce NPenopbyBaT

Orpannyenus 3a ynorpeba . Jla ne ce usnonssa : [Tornbuiane, Baumsane, Jlepmanto

1.3. Iloxpo6HN AaHHHM 32 JOCTABYHKA HA HHGOPMAIMOHHHUS JHUCT 32 6€30IaCHOCT

European Directorate for the Quality of Medicines & Healthcare
EDQM, Council of Europe 7, Allée Kastner, CS30026

F— 67081 Strasbourg

France

T +33(0)388412035 - F +33(0)388412771

sds@edgm.eu - www.edgm.eu

1.4. TeaedoHeH HOMEDP NPH CHELIHH CIIyYaH

TeneoHeH HOMEp TIPU CICLIHU CITyYan :© +33(0)390215608

PA3JIEJI 2: Onucanne Ha ONACHOC

2.1. Knacupuuupane Ha BeMIECTBOTO HJIM CMeECTA

Kaacudpukanus B cborBercTBHe ¢ Permament (EO) Ne 1272/2008 [CLP]

CepHo3HO yBpexJaHe/npa3HeHe Ha ounTe, Kareropus 1 H318
CreruuIHa TOKCHYHOCT 3a OIpeJeTIeHN OPTaHH — IIOBTAPAIa e eKCIO3HIIHA, H372
Kareropus 1

3a mpauus TekeT Ha H- 1 EUH-npenynpesxaeHnsaTa 3a OacHOCT: BX. paszen 16

Hebnaronpusatan GU3MKOXUMUYHH eeKTH M He01aronpusATHH edeKTH 32 3APaBeTo HA YOBEKAa H 0KOJHATA cpeaa

Onpez[enm—le 9Ype3 CKCIIEPTHO MHEHHUE U I10 CHUJIaTa Ha JOKa3aTCJICTBA.

2.2. EneMeHTH HA eTHKeTa

Erukerupane B crorBercTBHE ¢ Periiament (EO) Ne 1272/2008 [CLP]

IMuxrorpamu 3a onacuoct (CLP)

GHSO05 GHS08
Curnanna nyma (CLP) : OmnacHo
Ipenynpexnenus 3a onacuoct (CLP) : H318 - [Ipenu3BuKBa ceprO3HO YBPEXKIAHE HA OUHTE.

H372 - lpuuunssa yBpexaane Ha oprauute (Liver, heart) mocpencTBoM MpoIbKATETHA HITH
HOBTAPSIIA CC eKCTIO3HIIUSL.
Ipemopbku 3a 6e3omacHocT (CLP) : P260 - He BaumBaiite npax/myIek/ras/anM/u3napeHns/aepo30iu.
P264 - Jla ce u3amue pbleTe 0 JIAKTHTE U JIULIETO CTAPATEIHO CIIel yroTpeda.
P270 - J1a e ce size, mie WK MyIIH IPY ynoTpeOa HA MPOAYKTA.
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Nudopmanronen muct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

P280 - M3non3Baiite npeana3sHu ppKaBULIH/TIPEANA3HO 00IEKIO/IPpeNa3Hy OYnIa/Ipena3Ha Macka
3a JIMIE/IpeNa3Hu CPeCTBA 3a 3alIUTa Ha CIIyXa.
P305+P351+P338 - [TP1 KOHTAKT C OUUTE: npomuBaiiTe BHUMATEIHO C BOJA B IPOABIDKCHIE
Ha HAKOJIKO MUHYTH. CBaJleTe KOHTAKTHHTE JICIIH, aKO MMa TaKUBa U JJOKOJIKOTO TOBA € BE3MOXKHO.
ITpoxbioKeTe ¢ M3ILUIAKBAHETO.
P310 - Hezabasro ce obanere B IEHTHP ITO TOKCUKOJIOT S winu Ha sekap.
P314 - TIpu Hepa3moIoKeHHE MOTHPCETe MEAUIIMHCKH CHBET/IIOMOLI.
P501 - CpabpiKaHHETO/CHABT Ja Ce H3XBBPIHM B ITyHKT 32 CHOUpaHe Ha OIACHH HJIX CIEIHaTHU
OTHafbL, B ChOTBETCTBHUE C MECTHHUTE, PETHOHAIHH, HALIMOHATHY H/HITH MEKyHAPOJHH
pasnopenou.

EtukeTrpaHe B ChOTBETCTBHE C: H3KIIIOUCHMS 3@ BBTPEIIHN OMAKOBKH, KOraTo ChABPXKAHUETO He mpeBuirasa 10 ml

IMuxrorpamu 3a onacuoct (CLP)

GHS08 GHS05

2.3. Ipyru onacHoCcTH

Hsma HanuuHa DOMBJIHUTENHA HHPOPMALUS

PA3JIEJI 3: CucraB/mH(popManusi 3a CbCTABKHUTE

3.1. BemecrBa

HaumenoBanue HUnentuduxarop Ha % Knacudukanus B cbOTBeTCTBHE C
NPOAYKTA Permament (EO) Ne 1272/2008 [CLP]
Atazanavir sulfate - <100 Eye Dam. 1, H318
STOT RE 1, H372

3a mpauus TekeT Ha H- n EUH-npenynpesxaeHnsaTa 3a OIacHOCT: BX. pasfen 16

3.2. Cmecn

He e npunoxumo

PA3JIEJI 4: Mepku 3a nbpBa IOMOIIL

4.1. Onucanue Ha MEPKHUTE 32 IbPBa MOMOII]

IIppBa nomo1 - 001K MEPKU . He3abaBHO 11a ce M3MHUe 30HATa Ha KOHTAKT C TOJEMH KOJIMYECTBA BOJA.

ITspBa oMol Ipy BAUIIBAHE . Jla ce octaBu mocTpajganus Ha YUCT Bb3AyX. OCHIypeTe CBEK Bb3/yX Ha 3aCErHATOTO JIUIIC.
HeoT105KHN MEANIIMHCKH TPHXXH M CHELUATHO JICYCHHUE, aKO ¢ HEOOXOJUMO.

[IbpBa moMoIIL TPU KOHTAKT € KOXKaTa : Jla ce oTCTpaHM MakCUMaJIHO upe3 u30bpcBaHe (C yhcTa M MeKa nonuaaia kepma). Jla ce usmue
0OMITHO ¢ BO/Ia B KOSITO € mpubaBeH JeTepreHT. [a ce n3mnaksa ¢ Xjiajaka Bojia B IPOABIKEHHE Ha 15
MHHYTH. AKO Jpa3HEHETO Ha KO)KaTa MPOJIbIKaBa, [a CC HalpaBh KOHCYITAIHs C JIeKap.

ITbpBa MOMOII] IPK KOHTAKT C OYUTE : Usmaksere ¢ BoJa, KATO ABPXKUTE OUHTE MIMPOKO OTBOpeHH. CBaleTe KOHTAKTHUTE JICIIH, aKO HMa
TaKMBa U JOKOJIKOTO TOBA € B3MOXKHO. [IpobIKeTe ¢ M3ILUIAKBAHETO. AKO APA3HEHETO MPOABIIKY,
KOHCYJTHUpaiTe ce ¢ oTanMoor.

IIppBa moMo1I PHU MOTITbIAHE . HMznnakuere ycrara. Jla He ce npenu3BUKBa MoBpblaHe. CHeluanto Jiekapcko HadmoaeHue. Moxe
Jia Ob/ic IPENOPBYAHO MPOIBIIKUTEIHO MEUIIMHCKO HAOIIOACHHE.

4.2. Haji-cbiecTBeHH OCTPHU U HACTBIIBALIHU CJIe/l U3BECTECH NMEPUO] OT BpeMe CUMIITOMU U e(l)eKTl/l

Cumnromu/edextu . Ilpean3BukBa u3rapsiHus. Bp3aMoxHH ca 3aKbCHEIH ePEeKTH.

Cumnromu/eheKTH Clies BANIIBAHE : Henocrarbunu jaHHE. MOXe /a IpeI3BHKa 3a/bXBaHE, YCCIIAHE 3 TEKECT B I'bPUTE, Apa3HEHE
Ha I'bPJIOTO U KalIUTHIIA.

CumnToMu/e(heKTH Cliel KOHTAKT C KOXKarta : Hepnocrarbunu naHHu. 3auepBsiBaHus, OOJIKa.

CumnToMu/e(heKTH Cliel KOHTAKT C OYUTE : Hepnocrarbunu naHHu. 3auepBsiBaHus, OOJIKa.

CumnTomMu/eheKTH CIIes NOrTblIaHe : UsrapsiHus Ha CTOMAIIHO-YpeBHHUTE JUraBui. CUMITOMUTE MOTaT J1a ObJAT 3aMaiBaHuMs,

l'J'IaB06OJ'I]/Ie, raacHe u 3ary6a Ha KOOpAWHaALUA.
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Atazanavir sulfate

HH(bOpMaIII/IOHeH JIUCT 3a 0€30I1acHOCT
B cpoTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

HOT’BpCeTe MCIUIUHCKA C’BBCT/HOMOIJ.L HpPI BB3MOKHOCT [1a CE€ MMOKaXE HACTOALINA JIUCT, & aKO HE € Ha Pa3IlOJIOKCHUE, Aa CC IMTOKAXKE ONMaKOBKAaTa UJIM €TUKETA.

AxkrtuBarop. ®apmManeBTHUEH IPOAYKT.

PA3JIEJI 5: IIpoTHBONOKAPHU MEPKH

Toaxosmm TI0XKapoTaCUTCIIHU CPEACTBA . OLLC}IIIO 3a 3araCsHe Ha OT'bHI.

OnacHocT OT HoXap Bk maparpad 2.2. Puck ot o0pa3yBaHe Ha TOKCHYHU U KOPO3HUBHH Ta30Be.

I/IHCT‘pyKHHI/I 3a raceHe Ha IoXapu . I{a C€ U3n0J13BaT CPEeACTBA, IIOAXOAAIIH 32 rACCHE HA I10Kapu B ChCEACTBO.

PA3JIEJI 6: Mepku npu aBapy

OO0y Mepku : Jla ce u30srBa nmpeKkust KOHTAKT ¢ npoaykra. He BaumBaiite
npax/ImyIeK/ra3/AnM/u3napeHus/aepo30iH.

6.1.1. 3a mepcoHaJ1, KOiTO He OTrOBapsI 32 CHEIIHH CJIy4an

ABapuiiHu I1aHOBE : Jla ce HOCH TTOIXOIAIIO MPENAa3HO 00JIEKI0, PKABUIM U 3aIIMTHHU CPEACTBA 32 OYMTE WU JTHLETO.

6.1.2. 3a 1MnaTa, OTTOBOPHY 32 CIIEINHH CJIy4an

3alUTHU CpeACTBa . Bwxre Paznen 8.

Hsawma manmuuaa JOMBJIHUTCTHA HHq)OpMaIIPISI

Mertoau 3a IOYMCTBaHEe : Y6enere ce, ye oTmanbLUTE ca CbOPAHU U Ce ChbXPaHsBAT HA CHIypHO MscTo. [Touncrere
craparento. C Marepuana TpsbBa fa ce paboTi BHUMATENHO. BbB BojgHa cpena: KoposuseH 3a
OdHTe, JUXaTe/IHATA CHCTeMa U KoxkaTa. Jla ce u3Mue HechbOHpaeMHs OCTaTBK ¢ : PasTBop oT HaTpueB
XHIIOXJIOPHT.

Hsima Hanu4Ha qOMBIHUTENHA HHOPMATIHS

EJI 7: PaGoTa u chbXpaHeHHe

JIOIIBIIHUTEIHU OIIACHOCTH 10 BpeMe Ha 06paboTka Ha motpeburens 1a ce 00bpHE BHUMAHHE 32 PUCKOBETE, CBEHTYAIHO CBBP3AaHH C H3II0I3BaHETO Ha
MPOMYKTa 3a APYTH LIENH, Pa3IHYHH OT Te3H, 32 KOUTO € NIpeAHa3HaueH. BsB BogHa cpena:

KOpOSI/IBeH 3a O4YUTE, AUXATeIHaTa CUCTEMA U KOXKaTa.

IIpenmasuu Mepku 3a O6e3omacHa paboTa : C marepuaina TpsiOBa Jja ce paboTH BHUMATENHO. [la ce H304rBa npekus KOHTaKT ¢ mpoxykTa. C
MaTeprana Tps0Ba Ja ce paboTH 1o TabopaTopHa KaAMUHA, JOKOIKOTO TOBA € BB3MOXKHO.

XUrHeHHH MepKH : Jla ce paboTH B CHOTBETCTBHE C H3UCKBAaHUATA Ha J0OpaTa MIPOMHIIUIEHA XHTUECHA U IPOLELypUTe 3a
6e30macHOCT.

TexXHU4eCKH MEPKH . /Jla ce cia3BaT NpHIOKUMHUTE PAa3IOPEaOH.

VYcaoBus 3a cbXpaHsIBaHe : Jla ce chxpaHsBa O KIIIOY.
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Atazanavir sulfate

Nudopmanronen muct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

7.3. Cnennduuna(u) kpaiina(u) ynorpe6a(i)

Bux maparpad 1.

PA3JIEJI 8: KoHTpPOJI HA eKCIIO3MIUSITA/THYHH PeINa3HH CPeACTBa

8.1. TlapameTpH HA KOHTPOJI
8.1.1 HanmoHaTHH rPAHHYHM CTOHHOCTH HA NPO¢eCHOHATHA eKCIO3HIUS H OHOJIOTHYHN IPAHUYHHU CTOHHOCTH
Hsma Hanu4Ha JONbIHUTETHA HHPOPMALHS

8.1.2. IIpenopbYNTEIHH NPOLEAYPH 32 HAOIIOIEHUE
Hsima Hanu4Ha JOMBIHUTEIHA HHPOPMALHS

8.1.3. OGpa3yBat ce 3aMBPCHTEIH HA BB3AyXa

HsiMa HanuYHA JONBIHUTENHA HHOPMAIHS

8.1.4. DNEL u PNEC

Hsma HannuHa 10mbJIHUTETHA MHGOPMALUs

8.1.5. Perysinpane upe3 o6xBatu (control banding)

Hsima Hammana JOIIBJIHUTECITHA I/IHq)OpMaIII/ISI

8.2. KoHTpo. Ha eKcO3NIUATA

8.2.1. Iloaxoasi TEXHUYECKH KOHTPOJI

Hoxxoasii TeXHHYECKH KOHTPOJI:
Jla ce cbxpaHsiBa B 100pe IMPOBETPUBO MoMenieHue. [la ce u3mon3yBa eJMHCTBEHO B CMyKaTellHa KabMHa ¢ MHTerpupaH Gpuitbp. BucokoedexkTusen Gpuirbp 3a
yactuuu (HEPA ¢unrsp).

8.2.2. JIM4HM npena3sHu cpecTBa
8.2.2.1. 3amuTa HA OYMTE U JIMIETO

3ammTa Ha OUHTE:
Ipennasuu ounna. DIN EN 166

8.2.2.2. IlpennazBaHe Ha KOKaTa

3ammuTa HA KOXKATA U TAJIOTO:
Jla ce u3nonzyBa XUMHUYECKH YCTOHYMBO 3aiuTHO ob6iaekio. DIN EN 13034

3amuTa Ha pbleTe:
XUMHYECKH YCTOHYHNBY IpeAna3ny pbkasumy. 1SO 374-1
8.2.2.3. 3amuTa Ha AUXaTEJHUTE MHTUILA

3amuTa Ha AMXaTEJIHATE THINA
OtaensiHe Ha npax: mpotuBonpaxoBa Macka ¢ Gunrsp P3. DIN EN 140 & 149. Teuen npoaykt : AHTHaepo3onHa Macka. Hocere nuxaresnen amapar, ako cTe
U3JI0’KEHHU Ha Mapy/IpaxoBe/acpo30Iii

8.2.2.4. TepMUYHH ONIACHOCTH

Hsima Hammana JOIIBJIHUTEITHA I/IH(bOpMaIII/[S[

8.2.3. KoHTpo1 Ha eKCNO3UIMSATA B OKOJIHATA cpela

Hsma HanuuHa DOMbJIHUTENTHA HHBOPMALUs

PA3IEJI 9: ®u3nyHu 1 XMMMYHH CBOMCTBA

9.1. Mndopmauusi OTHOCHO OCHOBHUTE (PU3BHYHHM U XMMHYHHU CBOiCTBA

ArperaTtHo ChCTOSIHHE : TBBpIO BELIECTBO
st : He e manuuno

BroHIIEH BUI
Mupuc
I'panuna Ha mupuca

IIpax.
He e npunoxumo.
He e nanuuno
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Atazanavir sulfate

HH(bOpMaIII/IOHeH JIUCT 3a 0€30I1acHOCT
B cpoTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

Touka Ha TOneHe : He e Hanuuno
Touka Ha 3aMpB3BaHE : He e HanuuHo
Touka Ha KHIICHE/MHTEPBAJ HAa KUTICHE : He e Hanuuno
3amanuMocT : He e Hanmmuno
I'paHnIM Ha eKCIUI03UBHOCT : He e npunoxumo
JlonHa rpaHuIa Ha €KCIUIO3UBHOCT : He e npunoxumo
T'opHa rpaHuna Ha €KCIIO3UBHOCT : He e npunoxumo
IInamua Temnepatypa : He e npunoxumo
Temmneparypa Ha camo3arnajiBaHe : He e npunoxumo
Temmnepartypa Ha pasnajaHe : He e nanuuno
pH . He e manmuuno
pH pastBop : He e nanuuno
Bucko3urer, KHHEMaTHYECH : He e npunoxumo
PastBopumoct : Boma:1-10g/l
Koebuiment na pasnpenenenne: n-okranon/soga (Log  : He e nammano
Kow)

Hansirane na napure : He e nanuuno
Hansirane na napute npu 50°C : He e nanuuno
IInmpTHOCT : He e nanuuno
OTHOCHUTENHA IUITBTHOCT : He e HanuuHo
OtHocuTenHa IWIBTHOCT Ha mapute mnpu 20°C © He e npunoxumo
Pasmep Ha yacTunute : He e nanuuno

9.2.1. Uudopmanusi BbB BPb3Ka ¢ KJacoBeTe Ha (GU3MYHA ONACHOCT

Hsima HanmuHa JOMIBJIHUTEIHA I/IH(I)OpMaI.II/ISI

9.2.2. JIpyru XapaKTepHCTHKH 32 6€30IacHOCT

Hsima Hanu4Ha JONBIHUTENHA UHYOPMALIHS

PA3JEJI 10: CTa0uJIHOCT U PeaKTHBHOCT

Cra0uiieH Ipy HOPMAJIHU YCIOBHSL.

Hsima HanmuuHa JOMIBJIHUTETHA I/IH(bOpMaI.[PI}I

Hsima HanmuHa JOMIBIHUTETHA I/IHq)OpMaI.II/ISI

Hsima HanmuHa JOMIBIHUTETHA I/IHq)OpMaI.II/ISI

Hsma nipur Hopmanua ynorpe6a. Bruokxre Paznen 7.

HpPI 3arpsiBaHe 10 TOYKaTa Ha pasrpaxaaHe OTACJIA OITaCHU U3IIapCHUS.

ruyHa uagopmanus

OcTpa TOKCHYHOCT (OpanHa) : He ce xnacudurmpa (HeyOenurennu naHHm)
OcTpa TOKCHYHOCT (IepMaiHa) : He ce xnacudurupa (Jlunceamm gaHam)
OcTpa TOKCHYHOCT (BIMIIBAHE) : He ce xnacudurupa (Jlunceamm gaHam)
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Atazanavir sulfate

HH(bOpMaIII/IOHeH JIUCT 3a 0€30I1acHOCT
B cpoTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

Atazanavir sulfate

LD50 opaiiHo mrex > 1600 mg/kg
KoposuBHOCT/ipa3sHeHe Ha koXkata . He ce xnacu¢ummpa (Jlunceanm janam)
CepHO3HO yBpex/IaHe Ha OUNTE/IApa3sHeHe Ha OUUTE : Ilpenu3BuKBa CepHO3HO yBpeXkIaHEe Ha OUUTE.
Cencubunusamnys Ha AUXaTeIHUTE IBTUIIA WK KoxkaTa . He ce knacudunupa (Jluncsamy naHHm)
MyTareHHOCT Ha 3apPOJMILIHUTE KICTKU : He ce xnacuduimpa (Jluncsaimy gaHH#u)
Kanneporensocr : He ce xnacudunumpa (JIunceanm jaHum)
TOKCHYHOCT 3a penpoayKIHsATa . He ce knacudunmpa (JIuncarmu 1aHam)
CTOO (crenuduuHa TOKCHIHOCT 33 OIPEIENICHI : He ce xnacudumupa (Jlunceamm fanan)
OpraHy) — eJHOKPATHA eKCIO3HUIHS
CTOO (cnenu¢pydHa TOKCHIHOCT 3a ONpPEICICHH . IlpuunnsBa yBpexaane Ha opranute (Liver, heart) mocpeacTBoM mpoabKUTENHA WIM MOBTApSINA Ce
OpraHn) — IOBTAPSIIIA CE CKCIO3ULHS €KCIIO3UIH.
OnacHOCT IpH BAMIIBAHE : He ce xnacuduimpa (TexHudecka HeBb3MOXKHOCT 3a I10JTy4aBaHE HA JaHHN)

Hsima HanmuHa JOMIBJIHUTEIHA I/IH(I)OpMaI.II/ISI

PA3EJI 12: Exojioru4yHa uH(popmanus

Exoiorus - o6mio : Omnachu otnajgeuy. Jla ce U310I3yBaT MOIXOMAIIN KOHTEHHEPH 3a OTIAJHNTE IIPOIYKTH.
OrnacHo 3a BoJHATa cpejia, KpaTKocpouHa (ocTpa) : He ce xnacudummpa
OnacHo 3a BOJHATA CpeJIa, JbJIrOCPOUHA (XPOHUYHA) : He ce xnacudummpa

Atazanavir sulfate

LC50 - Pubwu [1] > 89 mg/l (96uaca, Oncorhynchus mykiss ( JIbrosa mscTbpBa ))

EC50 - Pakoo6paznu [1] > 5.4 mg/l (484aca, Daphnia magna (Boxua 6511xa)

EC50 72h - Bogopaciu [1] > 4.1 mg/l (72 gacaPseudokirchneriella subcapitata

NOEC xponnuna putu > 8.6 mg/l (32auu, Pimephales promelas)

NOEC xponnuna pakooOpa3Hu 5.1 mg/l (21 1an, Daphnia magna (Boxuna 651xa))

Hsima Hanu4Ha qONMBIHUTENHA HHDOPMAIIHS

Hsima HanmMuHa JOMIBJIHUTETHA I/IH(l)OpMaIII/I}I

Hsima HanmuHa JOMIBJIHUTETHA I/IH(l)OpMaIII/I}I

Hsima HanmuHa JOMIBIHUTETHA I/IHq)OpMaI.II/ISI

Hsima HanmuHa JOMIBIHUTETHA I/IHq)OpMaI.II/ISI

Hsima HanmuHa JOMIBIHUTEIHA PIH(bOpMaI.II/ISI

@
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Atazanavir sulfate

Nudopmanronen muct 3a 6€30macHOCT
B croTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

PA3JIEJI 13: OGe3BpeskaaHe Ha OTHATBIUTE

13.1. MeToau 3a TpeTHPaHe HA OTHAXBIN

MecTHO 3aKOHOJATENCTBO (OTIAIBLIN) : Jla ce u3xBBpH N0 O€30MaceH HAYMH B CHOTBETCTBHE C MECTHUTE / HALIMOHAIHHU pa3nopeou.

PA3JIEJI 14: Undopmanusi OTHOCHO TPAHCIIOPTHPAHETO

B crotBerctBre ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no cmucbka Ha OOH nian naenTudgukannoneH Homep

He e npunoxumo ‘ He e npunoxumo | He e nmpunoxumo

14.2. Touno HaMMeHOBaHHe HAa MpaTKaTa no cnucbka Ha OOH

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.3. Knac(oBe) Ha OMACHOCT MPH TPAHCHIOPTHPAHE

He e npunoxumo ‘ He e npunoxumo ‘ He e mpunoxumo

14.4. OnakoBpb4Ha rpyna

He e npunoxumo ‘ He e npunoxumo ‘ He e nmpunoxumo

14.5. OmacHocTH 32 OKOJIHATA cpeaa

He e npunoxxumo ‘ He e npunoxumo ’ He e npunoxxumo

Hsima onbyiHUTEIHA HAJTMYHA PIH(bOpMaLlI/IH

14.6. CnenmaTHu mpeana3HA MEPKH 32 MOTPeOHTeINTE

CyXombTeH TPaHCIIOPT
He e npunoxumo

TpaHncnopT no Mmope
He e npunoxumo

Bb3aywmen TpancnopT
He e npunoxumo

14.7. MopcKH TPAaHCIIOPT HA TOBAPH B HACHITHO ChCTOSIHHE ChIVIACHO HHCTPYMEHTH Ha MeKIyHAPOIHATA MOPCKA OPraHU3alus

He e npunoxumo

PA3JIEJI 15: Mudopmanusi 0OTHOCHO HOPMATHBHATA ypenoda

15.1. CnenuuyHu 32 BENIECTBOTO UM CMECTA HOPMATHBHA ypen6a/3aKoHOIATEJICTBO OTHOCHO (€30MaCHOCTTA, 3IPABETO H OKOJHATA
cpexa

15.1.1. Pernamentn Ha EC

REACH Ipuao:xenne XVII (YcinoBus 3a orpannyaBaHe)

He ¢urypupa B [Ipunoxenne XVII nra REACH

REACH, IIpunoxenue XIV (Ciuchbk Ha BelecTBaTa 3a paspeliaBaHe)

He ¢urypupa B ITpunoxenne XIV sva REACH (Cnmchk Ha BemecTBara 3a pa3peniapaHe)
REACH Cnucbk ¢ kanauaat-semrectsa (SVHC)

He ¢urypupa B cnucbka Ha REACH ¢ kanaunar-senecTsa

Peraament PIC (EC 649/2012, IIpeaBapuTe/iHO 000CHOBAHO ChIIacHe)

Henpunoxumo.
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Atazanavir sulfate

Nudopmanronen muct 3a 6€30macHOCT
B croTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

Peraament otHocHo YO3 (EC 2019/1021, YcToliuuBY OPraHuYHU 3aMbPCUTEH)

Henpunoxumo.

PersiaMeHT 0THOCHO BellecTBa, KOMTO HapywaBat 030HoBus caoii (EC 1005/2009)

He ¢urypupa B cruchKa ¢ BeIIeCTBa, KOUTO HapymIaBat o30HoBus cioii (Permament EO 1005/2009): Atazanavir sulfate

PersiaMeHT OTHOCHO NpeKkypcopuTe Ha B3puBHM BemectBa (EC 2019/1148)

He cpappixa BemecTBo(a), BKIFOYEHO(H) B CIUCHKA ¢ MpeKypcopu Ha B3puBHU BenectBa (Permament EC 2019/1148 3a npeasaranero Ha masapa u ynotpebara Ha
HPEKYPCOPHU Ha B3PUBHHU BEIIECTBA)

PerjiaMeHT OTHOCHO NpeKypcopUTe HA HAPKOTUYHHU BemecTBa (EO 273/2004)

He cpappaxa BemecTBo(a), BKIIOUEHO(H) B cIUCHKa ¢ [Ipexypcopu Ha HapkoTuuHuTe BemecTBa (Permament EO 273/2004 0THOCHO IPOKU3BOACTBOTO H ITyCKAHETO
Ha razapa Ha OIIPE/ICIICHH BEIECTBa, U3MOJI3BAaHMU 3a HE3aKOHHO IPOM3BOICTBO HA HAPKOTHYHH HIIH IICHXOTPOIHH BEIIECTBA)

15.1.2. HanmonaHu pasnopenou

Hsima Hanu4yHa JONBIHUTEIIHA PIH(bOpMaLlI/IH

15.2. Onenka Ha 0e30mMacHOCT HA XHMHYHOTO BElIeCTBO HJIH CMeC

Hsima Hanu4Ha JOIBIHUTEIIHA PIH(bOpMaLlI/IH

PA3JIEJI 16: Apyra ungopmanus

II'bnen Texer na H- 1 EUH-npenynpeskienusiTa 3a oacHocT:

Eye Dam. 1 Cepuo3Ho yBpexaaHe/npazHene Ha ounte, Kareropus 1

H318 [Ipenu3BUKBa CEPHO3HO YBPEXKIAHE HA OUUTE.

H372 IpuunHsBa yBpexAaHEe HAa OPraHUTE IOCPEACTBOM HPOIBIDKUTEIHA UM MOBTAPSAIIA CC eKCIIO3HIIM.
STOTRE 1 CreruuyHa TOKCHYHOCT 32 ONpe/eJICHH OpraHy — MOBTapsa ce ekcrosuius, Kareropus 1

Nudopmannonen et 3a 6eszonacuoct (MJIb), EC

OTKA3 OT OTTOBOPHOCT HupopmarnusTa, chabpxaiia ce B To31 MHOopMaIMoHeH JIUCT 3a 6€301acHOCT, € MOJTy4eHa OT U3TOUHHIHM, KOUTO CMsITaMe 3a
HaJexIHU. Beripeku ToBa, nHpOpManusTa ce npeaocrans 63 HUKaKBa rapaHIys, U3pUYHa WM opa30upalia ce, OTHOCHO HelHaTa KOPEKTHOCT
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